
216 

42 CFR Ch. IV (10–1–06 Edition) § 405.2110 

graduate school of social work accred-
ited by the Council on Social Work 
Education; or 

(2) Has served for at least 2 years as 
a social worker, 1 year of which was in 
a dialysis unit or transplantation pro-
gram prior to September 1, 1976, and 
has established a consultative relation-
ship with a social worker who qualifies 
under paragraph (f)(1) of this defini-
tion. 

(g) Transplantation surgeon. A person 
who: 

(1) Is board eligible or board certified 
in general surgery or urology by a pro-
fessional board; and 

(2) Has at least 12 months training or 
experience in the performance of renal 
transplantation and the care of pa-
tients with renal transplants. 

[41 FR 22511, June 3, 1976. Redesignated at 42 
FR 52826, Sept. 30, 1977, as amended at 43 FR 
48950, Oct. 19, 1978; 51 FR 30361, Aug. 26, 1986; 
53 FR 6547, Mar. 1, 1988; 55 FR 9575, Mar. 14, 
1990] 

§ 405.2110 Designation of ESRD net-
works. 

CMS designated ESRD networks in 
which the approved ESRD facilities 
collectively provide the necessary care 
for ESRD patients. 

(a) Effect on patient choice of facility. 
The designation of networks does not 
require an ESRD patient to seek care 
only through the facilities in the des-
ignated network where the patient re-
sides, nor does the designation of net-
works limit patient choice of physi-
cians or facilities, or preclude patient 
referral by physicians to a facility in 
another designated network. 

(b) Redesignation of networks. CMS 
will redesignate networks, as needed, 
to ensure that the designations are 
consistent with ESRD program experi-
ence, consistent with ESRD program 
objectives specified in § 405.2101, and 
compatible with efficient program ad-
ministration. 

[51 FR 30361, Aug. 26, 1986] 

§ 405.2111 [Reserved] 

§ 405.2112 ESRD network organiza-
tions. 

CMS will designate an administra-
tive governing body (network organiza-
tion) for each network. The functions 

of a network organization include but 
are not limited to the following: 

(a) Developing network goals for 
placing patients in settings for self- 
care and transplantation. 

(b) Encouraging the use of medically 
appropriate treatment settings most 
compatible with patient rehabilitation 
and the participation of patients, pro-
viders of services, and renal disease fa-
cilities in vocational rehabilitation 
programs. 

(c) Developing criteria and standards 
relating to the quality and appro-
priateness of patient care and, with re-
spect to working with patients, facili-
ties, and providers of services, for en-
couraging participation in vocational 
rehabilitation programs. 

(d) Evaluating the procedures used by 
facilities in the network in assessing 
patients for placement in appropriate 
treatment modalities. 

(e) Making recommendations to 
member facilities as needed to achieve 
network goals. 

(f) On or before July 1 of each year, 
submitting to CMS an annual report 
that contains the following informa-
tion: 

(1) A statement of the network goals. 
(2) The comparative performance of 

facilities regarding the placement of 
patients in appropriate settings for— 

(i) Self-care; 
(ii) Transplants; and 
(iii) Vocational rehabilitation pro-

grams. 
(3) Identification of those facilities 

that consistently fail to cooperate with 
the goals specified under paragraph 
(f)(1) of this section or to follow the 
recommendations of the medical re-
view board. 

(4) Identification of facilities and 
providers that are not providing appro-
priate medical care. 

(5) Recommendations with respect to 
the need for additional or alternative 
services in the network including self- 
dialysis training, transplantation and 
organ procurement. 

(g) Evaluating and resolving patient 
grievances. 

(h) Appointing a network council and 
a medical review board (each including 
at least one patient representative) and 
supporting and coordinating the activi-
ties of each. 
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(i) Conducting on-site reviews of fa-
cilities and providers as necessary, as 
determined by the medical review 
board or CMS, using standards of care 
as specified under paragraph (c) of this 
section. 

(j) Collecting, validating, and ana-
lyzing such data as necessary to pre-
pare the reports required under para-
graph (f) of this section and the Sec-
retary’s report to Congress on the 
ESRD program and to assure the main-
tenance of the registry established 
under section 1881(c)(7) of the Act. 

[53 FR 1620, Jan. 21, 1988] 

§ 405.2113 Medical review board. 

(a) General. The medical review board 
must be composed of physicians, 
nurses, and social workers engaged in 
treatment relating to ESRD and quali-
fied to evaluate the quality and appro-
priateness of care delivered to ESRD 
patients, and at least one patient rep-
resentative. 

(b) Restrictions on medical review board 
members. (1) A medical review board 
member must not review or provide ad-
vice with respect to any case in which 
he or she has, or had, any professional 
involvement, received reimbursement 
or supplied goods. 

(2) A medical review board member 
must not review the ESRD services of 
a facility in which he or she has a di-
rect or indirect financial interest (as 
described in section 1126(a)(1) of the 
Act). 

[51 FR 30361, Aug. 26, 1986, as amended at 53 
FR 1620, Jan. 21, 1988] 

§ 405.2114 [Reserved] 

§ 405.2120 Minimum utilization rates: 
general. 

Section 1881(b)(1) of the Social Secu-
rity Act (42 U.S.C. 1395rr(b)(1)) author-
izes the Secretary to limit payment for 
ESRD care to those facilities that meet 
the requirements that the Secretary 
may prescribe, including minimum uti-
lization rates for covered 
transplantations. The minimum utili-
zation rates, which are explained and 
specified in §§ 405.2121 through 405.2130, 
may be changed from time to time in 
accordance with program experience. 

Changes will be published as amend-
ments to these regulations. 

[55 FR 23440, June 8, 1990] 

§ 405.2121 Basis for determining min-
imum utilization rates. 

In developing minimum utilization 
rates, the Secretary takes into account 
the performance of ESRD facilities, the 
availability of care, the quality of care, 
and the efficient utilization of equip-
ment and personnel, based on the fol-
lowing evidence: 

(a) Information on the geographic 
distribution of ESRD patients and fa-
cilities; 

(b) Information on quality of care; 
and 

(c) Information on operational and 
management efficiency. 

[41 FR 22511, June 3, 1976. Redesignated at 42 
FR 52826, Sept 30, 1977, as amended at 51 FR 
30362, Aug. 26, 1986; 55 FR 23440, June 8, 1990] 

§ 405.2122 Types and duration of clas-
sification according to utilization 
rates. 

A renal transplantation center that 
meets all the other conditions for cov-
erage of ESRD services will be classi-
fied according to its utilization rate(s) 
as follows: Unconditional status, condi-
tional status, exception status, or not 
eligible for reimbursement for that 
ESRD service. Such classification will 
be based on previously reported utiliza-
tion data (see § 405.2124, except as speci-
fied in paragraph (a) of this section), 
and will be effective until notification 
of subsequent classification occurs. 
(See § 405.2123 for reporting require-
ments; § 405.2124 for method of calcu-
lating rates: § 405.2130 for specific 
standards.) 

(a) Initial classification. (1) A renal 
transplantation center that has not 
previously participated in the ESRD 
program will be granted conditional 
status if it submits a written plan, de-
tailing how it will achieve the utiliza-
tion rates for conditional status by the 
end of the second calendar year of its 
operation under the ESRD program, 
and the rates required for uncondi-
tional status by the end of its fourth 
calendar year of operation. 

(2) The renal transplantation center’s 
performance will be evaluated at the 
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